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SUBJECT: FDA ADVISORY - DEFECTIVE PACKAGING, LOSS OF STERILITY 
1. FDA ADVISES THAT: 

PRODUCT: CORDIS DUCOR BAAND ANGIOGRAPHIC CATHETERS: FEMORAL - 
LEFT CORONARY B, OPEN END, NO SIDE HOLES. EACH CATHETER IS 
PACKAGED IN AN ENVELOPE WHICH IS MYLAR ON ONE SIDE AND SURGICAL 
PAPER ON THE OTHER SIDE. THE ENVELOPE IS LABELED IN PART: 

"DUCOR ANGIOGRAPHIC CATHETERS STERILE. NONPYROGENIC. XXX OPEN 
END. NO SIDE HOLE. XXX GUIDE WIRE DIAMETER .038 IN. XXX FOR 
ONE USE ONLY XXX CONTENTS OF UNOPENED AND UNDAMAGED PACKAGE ARE 
STERILE AND NONPYROGENIC XXX CORDIS CORPORATION. MIAMI, FLORIDA 
XXX". THE PACKAGES ARE FURTHER LABELED AS FOLLOWS: 

A. CATALOG NO. 524-740: "FEMORAL - LEFT CORONARY B, 1 FRENCH 7. 100 
CM.XXX 

B. CATALOG NO. 524-742: "FEMORAL - LEFT CORONARY B, 1 1 FRENCH UM 
UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 224777 

100 CM.XXX 



Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 06 JUL 2006 




Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 06 JUL 2006 



C. CATALOG NO. 524-842: "FEMORAL - LEFT CORONARY 2 FRENCH 8. 

100 CM. XXX 

D. CATALOG NO. 524-844: "FEMORAL - LEFT CORONARY 3 FRENCH 8. 

100CM.XXX 

THE CATHETERS ARE PACKAGED FIVE PER BOX WHICH IS SIMILARLY LABELED. 
THE BOX IS ADDITIONALLY LABELED IN PART "XXX FIVE STERILE. 
NONPYROGENIC DISPOSABLE UNITSXXX". THE INITIAL RECALL INVOLVED 
CATALOG NO. 524-842, LOT NUMBERS 114000, 3045095, AND 3045144. 

THE RECALL HAS NOW BEEN EXTENDED TO INCLUDE THE FOLLOWING CATALOG 
NUMBERS AND LOTS: 

CATALOG NO. 524-740, LOT NO. 3075187; CATALOG NO. 524-742.LOT 
NUMBERS 3065202 AND 3065204; CATALOG NO. 524-842, LOT NUMBERS 
114000, 3045095, 3045144, 3065182, 3075024; CATALOG NO. 524-844, 

)95 ,7.?34 3075018 AND 3075083. 

MANUFACTURER: 

THE CORDIS CORP. 

3915 BISCAYNE BLVD. 

MIAMI, FLORIDA 33137 

REASON FOR ADVISORY EXTENSION: EXAMINATION OF SUBSAMPLES OF ABOVE 
MENTIONED CATALOG NUMBERS AND LOTS REVEALED DEFECTIVE SEALS ON 
DISTAL END OF ENVELOPES WHICH PROVIDES AN ENTRY- WAY INTO 
ENVELOPE ITSELF. IT IS THIS ENVELOPE WHICH PROVIDES A STERILITY 
BARRIER. 

2. FOREIGN CONSIGNEES AS FOLLOWS: 

MEDLEC 

DEARMEDELEC SAIC 
AV. JURAMENT 4162/86 

BUENOS AIRES, ARGENTINA, CATALOG NO. 542-842 LOT 3065182 

SOCIEDAD IMPORTADORA GRASSI 
R. SENADOR DANTAS 76 
S/LOJA ZC-96 

RIO DE IANEIRO, BRAZIL, CATALOG NO. 524-742 LOT 3065204 
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CORDIS EUROPE, N.V. BOND WAREHOUSE 
SCHIPHOL AIRPORT 

AMSTERDAM, NETHERLANDS, ATTN: COPEX, CATALOG NO. 524-742 
LOT 3065202 

3. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES TO DETERMINE 
IF THEY ARE AWARE OF PROBLEMS OF DEFECTIVE PACKAGING. ANY 
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INCOMPLETELY SEALED UNITS IN ORIGINAL PACKAGES ARE TO BE RETURNED 
TO THE CORDIS CORPORATION MIAMI, FLORIDA DIRECTLY. ANY QUESTIONS 
CONSIGNEES MAY HAVE REGARDING THIS ADVISORY SHOULD BE DIRECTED TO THE 
MANUFACTURER. 

KISSINGER 
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